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 dangerous to health when used in the amounts, and with the frequency and
duration directed, because the posterior pituitary ingredient would cause spastic
contractions of the uterus with possible rupture and consequent death to the
mother and injury or death to the child.

PrAYER OF CoMPLAINT: That the defendant be perpetually enjoined from ship-
ping in interstate commerce in violation of Section 301 (a), the said drug
preparation under the above-mentioned designations, or under any other desig-
nation, which would be misbranded within the meaning of Sections 502 (a),
or (f) (1) and (2).

DisposiTION : June 7, 1948. The defendant having consented to the entry of
a decree, judgment was entered perpetually enjoining the defendant from
directly or indirectly causing to be introduced or delivered for introduction
in interstate commerce, in violation of Section 301 (a), the drug preparation
under the ‘designation of “Dr. Haller’s Prescription 2,000,” “Dr. Haller’s Pre-
scription 5,000,” “Rx 5,000,” or “Rx 2,000,” or under any other designation,
which would be misbranded within the meaning of Sections 502 (a), or (£) (1)
and (2).

2355. Alleged misbranding of Rx 5,000, U. S. v. Walter Kurt Max Hassenstein
(Hassenstein Co.). Motion granted for dismissal of information.
(F. D. C. No. 20946. Sample Nos. 15984-H, 47152-H.) :

INFORMATION FILED: November 13, 1946, Southern District of California, against
Walter Kurt Max Hassenstein, trading as the Hassenstein Co., Hollywood,
Calif.

ALILEGED SHIPMENT: On or about July 25, 1945, and March 28, 1946 from the
State of California into the States of Colorado and Illinois.

PropucT: Examination disclosed that each package of the product consisted of
22 white tablets, 6 capsules, and 3 ampoules, together with 3 cotton rolls, 1
file, and 1 glass rod. Analyses indicated that the products contained the in-
gredients declared on the label, i. e., (tablets) extract of cotton root bark,
extract of black hellebore, ergotin, aloes, iron sulfate, oil of pennyroyal, and
oil of savin; (capsules) ergotin, oil of savin, aloin, and apiol green; and
(ampoules) solution of posterior pituitary and chlorobutanol.

NATURE oF CHARGE: Misbranding, Section 502 (f) (1), the labeling of the
article failed to bear adequate directions for use, since the directions contained
in the labeling were not adequate, because the labeling failed to reveal the
reason for using the article. Further misbranding, Section 502 (f) (2), the
labeling of the article failed to bear adequate warnings against use in those
pathological conditions where its use may be dangerous to health, in such
manner and form as are necessary for the protection of users, since the article
contained a solution of posterior pituitary, and the statement in the labeling
“should not be used in-cases of nephritis, myocarditis and arteriosclerosis”
was not adequate to warn against use of the article in kidney disease, heart
disease, and hardenmg of the arteries; and since the labeling of the article
bore no warning against use by persons with high blood pressure.

DisposiTiION: May 8, 1947. A motion for dismissal of the information was
filed on behalf of the defendant, and after consideration of the briefs and
arguments of counsel, the court granted the motion and handed down the
following decision:

HaLy, District Judge: “The statement on the label ‘IMPORTANT To be
used as directed by physician,’ is in my judgment an ‘adequate direction’ for
the use of the product. It is not to be used at all unless a physician directs
it. To put more on the label would be to suggest it could be used without the
direction of a physician which would be more apt to be false and misleading
than the simple statement as used.

“‘The words ‘nephritis, myocarditis, and arteriosclerosis’ are dictionary
words which are commonly understood to mean certain types of kidney, heart
or arterial diseases. The warning that the product should not be used in
such cases appearing under the word ‘IMPORTANT together with the state-
ment, ‘To be used as directed by physician’ is an ‘adequate warning’ sufficient
fo ggmply with the statute as to all except children, and is not false or mis-
eading.

“As to the ‘adequate warning against its use by children’ I do not know
how a more adequate warning could be given on a label than the statement
‘Not to be used by children.’

“The motion to dismiss is granted.”



